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Haemopoietic product evaluation

Policy 

Haemopoietic products are evaluated before processing in accordance with FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, and Administration and NPAAC Requirements for Procedures Related to the Collection, Processing, Storage and Issue of Human Haemopoietic Progenitor Cells. (Fifth Edition 2015) – published 01 Aug 2015
Purpose

Assessment, sampling and quantitation of haemopoietic products prior to processing. 

Scope

This procedure applies to all haemopoietic products except HPC-C (refer to HPC Cord Processing DOC93). Refer to Donor Registry Processing DOC113 for additional instructions for Donor Registry collections. 
Responsibilities

· (Insert manufacturer name) personnel are responsible for the assessment, sampling and quantitation of haemopoietic products, including:

· determination of cell concentrations and product volume

· completing (Insert pathology service provider name) request forms and providing appropriate product samples to the (Insert pathology service provider name) testing laboratories. 

· (Insert flow cytometry facility name) is responsible for performing cell analysis as requested by (Insert manufacturer name) (ie CD34, CD3, cell viability) and providing results to (Insert manufacturer name).

· (Insert microbial testing facility name) is responsible for performing microbial contamination testing as requested by (Insert manufacturer name) and providing results to (Insert manufacturer name)
· (Insert molecular laboratory facility name) is responsible for performing molecular studies (i.e. chimerism studies - STR) as requested by (Insert manufacturer name) and providing reports to the transplant physician

· (Insert blood group testing facility name) is responsible for performing blood group testing.

Procedure

Label Check

Confirm product identification, by checking the identifiers on the product bag with those on the accompanying documentation and the (Insert manufacturer name) product labels. 

Line Sampling

If quantitation is required prior to processing a product, the product may be sampled in the Support Laboratory, as follows, by using the product bag line. 
This procedure only applies to HPC-A products.

1. Leave 15cm of one of the bag lines to allow for sterile docking. This line may be used to dilute product with donor autologous plasma if WCC is greater than 300x109/L.

2. Hermetically seal the other line approximately 10cm from the bag.

3. Mix the product.

4. Using the line stripper, strip the line 4 to 5 times, allowing the cell suspension to move into the line each time the line stripper is released. 

5. Allow the line to fill with the cell suspension. 

6. Hermetically double seal the line close to the bag port.

7. Remove the line sample.
8. Using scissors, cut open the sample line at one end and transfer the contents into a labelled sampling tube by cutting the other end.

9. Dilute sample and perform cell counts as indicated in Testing Procedures. 

10. Send remainder of diluted sample, with a (Insert pathology service provider name) Pathology Request form, to (Insert flow cytometry facility name) for cell enumeration.  

Volume Determination

This may be performed in the Support Laboratory or Cleanroom. 

1. Remove all collection lines by hermetically sealing them close to the collection bag port.

2. Weigh the bag.

3. Record under total weight on the Haemopoietic Evaluation Form.

4. Subtract the weight of the collection bag from the total weight to obtain the product weight.

5. Divide the weight of the product by the product’s specific gravity (SG) to obtain the product volume. 

SG for HPC-A = 1.04, SG for HPC-M = 1.06. 

6. Record on the Haemopoietic Evaluation Form.

Filtering

Filter

· all bone marrow products 

· HPC-A products received from interstate or international collection centres.

Products may be filtered either at the start of processing or the time bags are combined (bone marrow only). 
Filtering is performed in a BSC in the Cleanroom.

1. Choose the appropriate sized transfer pack.

2. Clamp the transfer pack line. 

3. Insert spike of transfer pack into the blood in-line-filter.

4. Attach the spike end of the blood in-line-filter to the collection bag port.

5. Release clamp.

6. After all the product has been filtered, hermetically double seal transfer pack line close to the bag port.

Bag Sampling

Perform sampling within a BSC in the Cleanroom.

	Test
	Sample Volume Required

	Cell counts, cell enumeration and viability
	~ 0.6mL 

	Microbial contamination testing
	1% of total volume 

i.e. 1mL for 100mL product

      2.5mL for 250mL product

	Molecular studies, as appropriate
	0.5-1.0mL

	CFU-GM, as appropriate
	~ 0.2mL, or 1mL for HPC-M products

	Blood Group, as appropriate
	0.5-1.0mL


1. Determine product sample volume to be taken and record on the Haemopoietic Evaluation Form.

2. Label appropriate sampling tubes and blood culture bottles and place in BSC.

3. Place product within BSC.

4. Mix product by gentle rocking to ensure cell product is evenly suspended.

5. Insert SmartSite bag access device into the bag port.

6. Swab access site prior to and post sampling.

7. Using a syringe, mix well and remove required volume of sample.

8. Attach a 21g needle to the sampling syringe.

9. Remove caps from the culture bottles and swab tops prior to and post sampling. Inoculate bottles with 1% of the total product volume divided equally between the bottles. Inoculate the anaerobic bottle first, followed by the aerobic bottle.

10. Aliquot remaining volume into sampling tubes, as required for testing.

11. Remove blood culture bottles and sample tubes from BSC.

12. Complete the relevant request forms and place with samples in biological specimen bags. Send samples for testing (see Testing Procedures below).  

13. Proceed with product processing, unless cell enumeration results are required prior to processing.

Testing Procedures

· Cell Counts 
Take HPC-M and HPC-C samples to (Insert haematology service provider name) for analysis by the auto analyser. 

Assay other product samples on the AcT analyser. Sample must be diluted if the WBC is expected to be greater than 100 x 109/L. For platelet quantitation, dilute sample if platelets > 1000 x 109/L

1. If required, prepare 1/10 dilution using Saline:Albumex 4 50:50 (e.g. 50uL sample and 450uL dilution buffer).

2. Assay sample on the AcT analyser (Equipment Operating Instructions) or auto analyser.

3. Record the white blood cell count (WBC), haemoglobin (Hgb) and, if required, the platelet count (Plt) on the Haemopoietic Evaluation Form. 

4. Attach instrument printout to the form.

5. Estimate and record red cell volume (mL):
Hct (L/L) x product volume (mL).

6. Calculate and record total nucleated cells TNC (x1010):  

WBC (x109/L) x product volume (L) ÷ 10.

7. If required, calculate and record total platelets (x1011):

Plt (x109/L) x product volume (L) ÷ 100.

· Cell Enumeration by Flow Cytometry

1. Complete a (Insert pathology service provider name) Pathology Request form for CD34 and/or CD3 cell enumeration and viability. 

2. Record the recipient’s weight, product volume and WBC on the request form.

3. Send the remainder of the sample dilution, or the neat sample (if sample was not diluted), and request form to (Insert flow cytometry facility name). 

4. (Insert flow cytometry facility name) will notify (Insert manufacturer name) as soon as results are available.

· Microbial Contamination Testing

Refer to Microbial Testing.
· Molecular Assay

1. Complete a (Insert pathology service provider name) Pathology Request form for the required test (STR). Record the product type and WBC on the form. 

2. Record the transplant physician as the requesting doctor.

3. Send the sample with request form to the (Insert molecular laboratory facility name).

4. Test reports are sent by (Insert pathology service provider name) to the transplant physician and stored in the patient’s medical records. 

· CFU-GM

Refer to CFU-GM Methocult Assay.
· Blood Grouping

1. Complete a (Insert pathology service provider name) Transfusion Medicine Request form. The form must be signed by a medical doctor. Record test required as ABO Blood Group. 

2. For a bone marrow collection, take a sample of the product. For apheresis collections, use the accompanying EDTA blood sample taken at time of collection.  

3. Send the sample with request form to (Insert blood group testing facility name).

4. Collect the hard copy report from (Insert blood group testing facility name), when available.

For allogeneic product, refer also to Blood Group Compatibility. 

FORMS

Haemopoietic Evaluation Form FORM92

(Insert pathology service provider name) Pathology Request form

(Insert pathology service provider name) Transfusion Medicine Request form

DOCUMENTS

Donor Registry Processing DOC113

Blood Group Compatibility DOC75

CFU-GM Methocult Assay DOC63

Equipment Operating Instructions DOC5

Microbial Testing DOC67

Records

Records of all test results (except chimerism studies) are stored in the (Insert manufacturer name) product file. 
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